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Claims 53-74 are presented for examination. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 

USPQ 459 (1966), that are applied for establishing a background for determining 

obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 

Claims 52-74 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Rudnic et al. (U.S. 5,952,004) in view of Ekenhoff et al. (U.S. 4,692,326). 
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Rudnick et al. discloses stable, drug delivery systems for poorly soluble active 
agents including HIV protease inhibitors, surfactant (col 6, line 1-5). The formulations 
are administered in capsules, such as controlled release soft gelatin capsules or tablet 
(col 7, lines 20-55). Patent 004 does not teach how the capsules are configured to 
release the formulation over the controlled period of time and whether there is a bilayer 
located within the drug and expandable layer. Ekenhoff et al. discloses controlled 
release oral capsules semipermeable wall for delivery of beneficial agent (col 4, line 50- 
60 and col 6, line 1-8). The capsule is configured with osmogent and polymer material 
that is water swellable (col 10, line 15-55) and (col 1 1 , line 5-25). According to 
Ekenhoff et al., the capsule has inner layer and plug (gelatin) that are polymeric, 
contains osmogent and has ability to maintain stability of drug agent contained therein 
during delivery of the agent (col 10, line 15-55, col 11, line 5-30 and col 14, line 15-20). 
Furthermore, the capsule has expandable swellable plug in the mouth of the capsule 
(Figure 8) while the body portion of the capsule also comprises expandable, swellable 
portion in parallel arrangement with thermo sensitive agent containing composition; that 
is relied upon by the examiner as an expandable barrier layer (fig 9 at col4, line 15-30). 
It would have been obvious to a person skilled in the art by adjusting the amounts and 
types of fluid imbedding and retaining polymers, to achieve the instant dosage form 
configuration, considering that the patent '326 provide the teaching of the controlled 
release. See col 5, line 40-65, continuing to col 6, lines 1-8. One of ordinary skilled in 
the art would have been motivated to combine the disclosures in the prior art cited to 
make a drug delivery device for delivery of antiviral agents. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Zohreh A. Fay whose telephone number is (571) 272- 
0573. The examiner can normally be reached on Monday to Friday 9:30-6:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Hartley can be reached on (571) 272-0616. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 




